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Dear- Ms. Knapp:

\We have reviewedl vour Section 5 10(k) preniket notificationi of intlent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the ecoIsure) to leg-ally marketed pied icate devices marketed inl interstate
coimmerce prior to May 28, 1976, the enactmlent date @1' the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,1and Cosmetic Act (Act) that do not reqUire approval of a premarket approval application (P1MA).
YOti may. therefore, market the device. subject to the general controls provisions of the Act. The
general controls provisions of the Act iltIide requiremlents for anntial registration, listing of
devices, good manufa"Icturingc practi ce, labeling, and pithibhi ti ons agoainist inisbranding and
adulterationl.

lf vour device is classified (see above) into class It (Special Controls), it may be subject to such
additional controls. Existing mrajor reglations affecting your device can be foun11d in Title 2 1.
Code of'Fedleral Regu'laitionIs (CFR'). Parts 800 to 895. [In addition. FDA may publish ftirther
annou0111Cncets concernling' your device inl the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a dletermnination1 that your device comli cs With Other req Li reens of the Act
or ariv Federal statutes anld reglations adin iistered by other Federal agencies. YOU in Lst
corn plv with all the Ac L's requLirements, n I tIcti ng, but not limited to: registration and listing (2 1
CFR Pat 1807); labeling (2 1 CFR Parts 80 1 and 809); medical device reporting (reporting of
medical dlevice-related adverse events) (21 CFR 803); and good mnanufacturing practice



Pace 2 -. M's. Knapp

req L~ilrenents as Set forth inl tile q Ila lit>' systemIs (QS) reun'Llation (21I C FR part 820). This loiter
wvill allow v;u tio begin marketing VOtir device as described inl \'Otr Section 5I 10(k) premarket
notification. Thie FDA find ing of suibstantiial eq LI valence of your1 device to a legailly marketed
pred icate device restil ts in a class ill cationl for1 Yatr device and thUS LIS erits y'ourI device to
proceed to the market.

If you desire specific advice for youlr device Onl otrr labeling regu'lation (21 C FR Parts 801 and
809), please contact the Office of In [itro lDiagnostic Device E-val~iatiOnl anld Safety at (301) 796-
5450. Aliso, please n1ote the reg~LIati on entitled, "MVIisbrandling by re fernClie tO preimarket
notification" (21 C(YR Part 807.97). For qltrOsiingrding thie reporting of adverse events
Winder the _PA DR reQU~ration (2 1 CF-R Part 803), please wo to

Imp://ww.fda co/N' edcalDevcesS aetyReorta Prob]C/ledc fLd t. hti for the CDRFI ' Office
of S rve ilIlance and Biometr ics/Di vision of Posimarker S LIrVe ill ance.

YOUL may obtain other genieral in formation Onl \1otrr responsibilities LUnder the Act from thle
Div\ision of Small N'lanlfaCtLurers. hInternationlal and ConIsumer Assistance at its toll-flee anim ber
(800) 638-2041 or (301) 796-7 100 or at its Internet address
1h t) ://www%%. fda. tt'ov/cdrh1/i ad LlStr V/S tr l)o 1)t/i ldex .htm(il 1.

SincerelyV yours.

Sally [Iojvat. Ph.D.
Director
Division oficrobiology Devices
Office of In Vitro Diagnostic Device Evaluiation and Safety
Center for Devices and Radiological H-ealth

EncIos~ire



INDICATIONS FOR USE STATEMENT
Sensititre® OptiRadTm

5 1 0(k) Number (if known):

Device Name:
The Sensititre® OptiReadTM

Indications for Use:
The Sensititre® OptiReadTM is intended for use with the Sensititre® MIC or BP Susceptibility
Test System. The Sensititre® OptiReadTM is a fluorescence based detection instrument used to
read Sensititre® MIC or B3P Susceptibility plates.

The Sensititre MIC or Breakpoint Susceptibility System is an in vitro diagnostic product for
clinical susceptibility testing of non-fastidious Gram negative organisms.

NOTE: Please refer to the Sensititre ® 18-24 hour MIC or Breakpoint Susceptibility System
package insert or operator's manual for additional instructions, limitations and references.

This 510(k) is for the addition of: "Sensititre® OptiReadTm"
The Sensititre OptiRead is used to read fluorescence values from the Sensititre MIC or BP
Susceptibility Test System for non-fastidious Gram negative organisms. The plate reading on the
OptiRead is initiated via SWIN software and the fluorescence values from the OptiRead are then
transferred back to the SWIN software where the results are generated.

Prescription Use _X_ AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

5iinSign-Off

Office of In Xrtro Diagnostic Device
Evaluation and Safety
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